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DETAILED ACTION 

Continued Examination 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
10/05/2007 has been entered. 

Election/Restrictions 

2. Applicant's election of Species I (drawn to a sample analyzer comprising a 
controller configured to control the pipette washing unit and the washing solution 
supplier such that the pipette is washed with the washing solution when the analysis 
result is less than a predetermined value, and the pipette is washed with the acidic 
solution when the analysis result is equal to or greater than the predetermined value), 
made without traverse in the reply filed on 02/1 1/2008 is acknowledged. Accordingly, 
claims 29-32, 36-38 and 45 have been withdrawn from further consideration pursuant to 
37 CFR 1 .142(b) as being drawn to nonelected inventions. Claims 26-28, 33-35, 39-44 
and 46 are being considered on the merits, as follows. 
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Drawings 



3. The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims, as well as any structural detail that 
is essential for a proper understanding of the disclosed invention. Therefore, the 
detection unit connected to the sheath fluid supplier, to the sample preparation unit, to 
the controller, as well as to the other relevant components of the analyzer recited in the 
instant claims, must be shown or the feature(s) canceled from the claim(s). No new 
matter should be entered. Currently, the drawings show reflectors disposed on the side 
of the constant temperature bath, not of the reaction container. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
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the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 



Specification 



4. The specification is objected to because of the attempt to incorporate subject 
matter into this application by reference to the Japanese patent publications 2000- 
321270, H5-1983, and H6-15772. 

This incorporation is ineffective because incorporation of essential material in the 
specification by reference to an unpublished U.S. application, foreign application or 
patent, or to a publication is improper. Applicant is required to amend the disclosure to 
include the material incorporated by reference, if the material is relied upon to overcome 
any objection, rejection, or other requirement imposed by the Office. The amendment 
must be accompanied by a statement executed by the applicant, or a practitioner 
representing the applicant, stating that the material being inserted is the material 
previously incorporated by reference and that the amendment contains no new matter. 
37 CFR 1 .57(f). 

Claim Rejections - 35 USC §112 



5. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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6. Claims 27-28 and 41-42 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

The above listed claims recite a controller configured to control the pipette 
washing unit and the washing solution supplier such that the "pipette is washed with the 
washing solution when the analysis result is less than a predetermined value, and the 
pipette is washed with the acidic solution when the analysis result is equal to or greater 
than the predetermined value". 

Upon further reviewing the original specification, the Examiner found no support for this 
limitation. 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 26-28, 33-35, 39-44 and 46 are rejected under 35 U.S.C. 1 1 2, 
second paragraph, as being unclear for failing to particularly point 

out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claims 26, 35, 40 and 46 recite a controller "for calculating an analysis result 
from the detection signal obtained by the detection unit". It is unclear whether or not this 
means that the controller is connected to the detection unit. 
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The claims also recite a sample preparation unit "for preparing a measured sample by 
diluting the sample supplied by the pipette". It is not clear whether or not any means for 
measuring diluting liquids are intended. 

In claim 27, with respect to the controller which "controls the pipette washing unit 
and the washing solution supplier such that the pipette is washed with the washing 
solution when the analysis result is less than a predetermined value, and the pipette is 
washed with the acidic solution when the analysis result is equal to or greater than the 
predetermined value, it is unclear whether or not any threshold setting and judging 
means are intended. See also claims 41-42. 

Claim 28 recites the controller which "controls the pipette washing unit and the 
washing solution supplier such that the pipette is washed with the acidic solution after 
having been washed with the washing solution when the analysis result is equal to or 
greater than the predetermined value". It is not clear whether or not the intended 
configuration implies some means which would ensure that the analysis results are 
initially kept below, and then above the predetermined value. 

With respect to claim 35, it is unclear what structural features would configure the 
analyzer for analyzing bacteria. The same consideration applies to claim 40, with 
respect to conducting urine analysis. 

Claim 44 recites a sheath fluid supplier "for supplying a sheath fluid to the 
detection unit to form a sheath flow; wherein the sheath fluid is used as the washing 
solution". Does this limitation mean that the washing unit is incorporated into the 
detection unit? It is also not clear how the controller is related to the sheath fluid 
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supplier. 



Page 7 



Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

10. Claims 26, 33-35, 39-40, 43-44 and 46 are rejected under 35 U.S.C. 102(b) as 
anticipated by Chupp et al. (US 5631 1 65). 

With respect to claims 26, 35, 40 and 46, Chupp discloses an automated 
analyzer for "distinguishing and differentiating cells in a sample". The device comprises, 
as shown in Figures 3- 5, a sample processing area 110 [['sample preparation unit'], 
aspiration probe 156 ['pipette'] and "probe wash and dry unit" (not indexed). The 
system also includes "a dilution syringe coupled to the tubing network 182", flow cells / 
impedance transducers 170, 174,178 ['detection units'], panel 114 [holder'] 
accommodating cups 134, 144 capable of holding solutions, and a controller (Col. 7, 
lines 20-30). 

Referring to claims 33-32 and 39, note that the acidic solutionand the sample are 
not positively claimed to be considered a part of the invention, and, therefore, are not 
accorded any patentable weight. 

Regarding claims 43-44, Chupp discloses flow cell 170 with a laminar flowing 
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sample stream surrounded by diluent / sheath solution, the sheath solution coming from 
a supplier - (see (Col. 17, lines 4-8),. 

Double Patenting 

1 1 . The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 

USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) may be used 
to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be 
commonly owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

12. Claims 26, 35, 40 and 46 are provisionally rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claim 6 of co- 
pending Application 11/ 729017. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because they are directed to an analyzer 
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comprising a pipette ['specimen suction section'], sample preparation section unit, 
washing unit ['cleaning section'], detection unit ['measurement section'], container 
holder ['vessel placing section'], and a controller ['control means', 'judging means']. 
Thus, all the elements of the invention recited in the instant claims, are encompassed 
by claim 6 of 11/729017. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Response to Arguments 

1 3. Applicant's arguments filed 1 0/05/2007, have been fully considered but they are 
moot in view of new grounds of rejection. 

Conclusion 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalia Levkovich whose telephone number is 571-272- 
2462. 

The examiner can normally be reached on Mon-Fri, 2 p.m.-10 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examinee's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Jill Warden/ 

Supervisory Patent Examiner, Art Unit 1797 
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